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SUMMARY OF CHANGES 


SECTION C - DESCRIPTIONS AND SPECIFICATIONS 


The following have been modified: 


STATEMENT OF WORK 
LARGE SCALE PRODUCTION OF SARS-CoV-2 VACCINE 


Cl SCOPE. The Department of Defense and Health and Human Services (HHS) require large scale 
manufacturing of vaccine doses in support of the national emergency response to the Coronavirus Disease 2019 
(COVID-19) for the United States Government (USG) and the US population. 


C.1.1 Background. In December 2019, a novel coronavirus now known as SARS-CoV-2 was first detected in 
Wuhan, Hubei Province, People’s Republic of China, causing outbreaks of the coronavirus disease COVID-19 that 
has now spread globally. The Secretary of Health and Human Service declared a public health emergency on 
January 31, 2020, under section 319 of the Public Health Service Act (42 U.S.C. 247d), in response to COVID-19. 
On March 1, 2020, the President of the United States, pursuant to sections 01 and 301 of the National Emergencies 
Act (50 U.S.C. 1601 et seq.) and consistent with section 1135 of the Social Security Act (SSA), as amended (42 
U.S.C. 1320b-5), proclaimed that the COVID-19 outbreak in the United States constitutes a national emergency. 


C.1.1.1 Under Operation Warp Speed (OWS), the Department of Defense and HHS are leading a whole of nation 
effort to ensure development of promising vaccine, diagnostic and therapeutic candidates and ensure that these 
medical countermeasures are available in the quantities required to reduce SARS-CoV-2 transmission, identify prior 
and/or current infection, and improve patient care, thereby mitigating the impact of COVID-19 on the nation and its 
people. The DoD Joint Program Executive Office for Chemical, Biological, Radiological and Nuclear Defense 
(JPEO-CBRD) is providing expertise and contracting support to HHS, in compliance with PL 115-92 Authorization 
Letter for DoD Medical Priorities, through an Interagency Agreement, signed April 23, 2020. As OWS products 
progress to clinical trials to evaluate the safety and efficacy of vaccines and therapeutics, it is critical that, in 
parallel, the USG supports large scale manufacturing so that vaccine doses or therapeutic treatment courses are 
immediately available for nationwide access as soon as a positive efficacy signal is obtained and the medical 
countermeasures are authorized for widespread use. 


C.1.2. Objective: The objective of this effort is to obtain the following: 


. Base Period: Large scale manufacturing of 100 million vaccine doses 

. Option Period 1: Large scale manufacturing of 100 million vaccine doses 

. Option Period 2: Large scale manufacturing of 100 million vaccine doses 

. Option Period 3: Large scale manufacturing of 100 million vaccine doses 

. Option Period 4: Large scale manufacturing of 100 million vaccine doses 

The Base Period is 9 months, with overlapping options for a total of 20 months if all options are exercised. 


onagaaenp 


C.2 APPLICABLE DOCUMENTS. 
C.2.1. Federal Documents: 
C.2.1.1 Title 21 Code of Federal Regulations (CFR), Food and Drugs: Part 210, Current Good Manufacturing 


Practice in Manufacturing, Processing, Packing, or Holding of Drugs; General; and, Part 211, Current Good 
Manufacturing Practice In Manufacturing, Processing, Packing, or Holding of Drugs; General. 
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(https://www.ecfr.gov/cgi-bin/text- 
idx?SID=a95cab20f443897a400bb7e44a27cf4c&me=true&tpl=/ecfrbrowse/Title2 1/2 1cfrv4_02.tpl#0) 


C3 REQUIREMENTS. Independently, and not as an agent of the USG, in accordance with the Proposal 
submitted by Moderna US, Inc. in response to Solicitation Number W911QY20R0043, Titled, “Advanced 
Procurement of mRNA-1273 Vaccine for Prevention of SARS-CoV-2 Coronavirus (COVID-19)’), dated July 10, 
2020 (and any subsequent USG-approved revisions thereto), the contractor shall provide all necessary services, 
qualified personnel, material, equipment and facilities (not otherwise provided by the USG under the terms of this 
contract) to perform the specific tasks set forth below. 


C.3.1 Contract Line Item Number (CLIN) 0001 - Base Period: Large Scale Manufacturing of 100 Million 


Vaccine Doses. 


C.3.1.1 | The contractor shall complete all scope required for the production, release and delivery use of 100 
million Final Drug Product (FDP) doses of a SARS-CoV-2 mRNA-1273 vaccine. This shall include, the following 
tasks and other activities reasonably contemplated by such task: 


C.3.1.1.1 | Storage of FDP doses prior to delivery consistent with all FDA requirements to ensure that the product 
remains available for use in target populations. Storage and maintenance of the vaccine prior to delivery shall be 
under conditions and at temperatures necessary to retain stability for use as prescribed in this contract for a period of 
12 months. (Based on FDP stability data that supports a 12-month shelf-life, subject to FDA confirmation of the 
assigned shelf-life.) Ensure requirements of 21CFR207, Registration of Producers of Drugs and Listing of Drugs in 
Commercial Distribution are met prior to distribution to the CDC. Documents shall be provided under CDRL A002, 
FDA Interactions and Inspections Documentation. 


C.3.1.1.2. cGMP manufacturing of 100 million doses fully compliant with 21 CFR 210 and 211. 


C.3.1.1.3 Ensuring that vial labeling and packaging is consistent with FDA guidance for use in target populations 
and that labeling is updated as appropriate. 


C.3.1.1.4 Coordinating with FDA to establish an approved commercial vial label, carton and packaging insert 
(printed or electronic). 


C.3.1.1.5 Ensuring the product complies with the Drug Supply Chain Security Act (DSCSA), Sections 581-585 of 
PL 113-54 (Nov. 27, 2013), including product verification, serialization, traceability and detection and response 
requirements, subject to any exceptions established by or the enforcement discretion of the FDA, including 
“Exemption from Certain Product Tracing and Product Identification Requirements Under Section 582 of the FD&C 
Act” (April 2020). 


C.3.1.1.6 In coordination with the USG, the contractor shall conduct a demonstration of the vaccine shipping 
process prior to the first delivery of FDP doses at a time mutually agreed to by the contractor and the USG. 
Moderna shall provide specifications and details associated with the shipping process and containers (IAW CDRL 
A005) to enable the USG to adequately plan and prepare for potential distribution of the vaccine. 


C.3.1.1.7 Following release of product the contractor shall, promptly deliver product to the designated delivery site 
via a qualified distribution vendor in accordance with Section F and paragraph C.7 below. In the unforeseen event 
that a designated delivery site cannot receive product and the contractor provides storage beyond 20 days of product 
release, the contract will be subject to modification for acceptance purposes. 


C.3.1.2 Site Visits and Audits. The contractor shall accommodate periodic or ad hoc site visits by BARDA and 
FDA representatives for required site visits and audits at facilities used to support this contract throughout the period 
of performance of the contract. 


C.3.1.2.1 BARDA Audits. If issues are identified during an audit, the contractor shall submit a report detailing 
the finding and corrective action(s) in accordance with CDRL A001. 
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C.3.1.2.2 | FDA Audits. The Contractor shall notify the Contracting Officer and Contracting Officer’s 
Representative (COR) within iii of a scheduled FDA audit or within BB) of an ad hoc site visit or 
audit if the FDA does not provide advance notice. The contractor shall provide copies of any FDA Audit Report 
received from subcontractors that occur as a result of this contract or for this product within day of 
receiving correspondence from the FDA or third party in accordance with CDRL A002. The Contractor shall 

rovide the Contracting Officer with a plan for addressing areas of nonconformance, if any are identified, within fj 
aE of submittal of the audit report in accordance with CDRL A002. 


C.3.1.2.3 FDA Interactions. The contractor shall provide copies of the plan and processes that will ensure the USG 
has visibility and input on all FDA communications regarding the drugs and biologics for the following, but not 
limited to: FDA interactions, FDA meetings, communications, submissions, inspections, and enforcement 
documentation in accordance with CDRL A002. 


C.3.2. CLIN 1001 - Option Period 1: Large Scale Manufacturing of 100 Million Vaccine Doses. 


C.3.2.1. The contractor shall complete all scope required for the production, release and delivery use of 100 
million FDP doses of a SARS-CoV-2 mRNA-1273 vaccine. This shall include the following tasks and other 
activities reasonably contemplated by such tasks: 


C.3.2.1.1 Storage of FDP doses prior to delivery consistent with all FDA requirements to ensure that the product 
remains available for use in target populations. Storage and maintenance of the vaccine prior to delivery shall be 
under conditions and at temperatures necessary to retain stability for use as prescribed in this contract for a period of 
12 months. (Based on FDP stability data that supports a 12-month shelf-life, subject to FDA confirmation of the 
assigned shelf-life.) Ensure requirements of 21CFR207, Registration of Producers of Drugs and Listing of Drugs in 
Commercial Distribution are met prior to distribution to the CDC. Documents shall be provided under CDRL A002, 
FDA Interactions and Inspections Documentation. 


C.3.2.1.2. cGMP manufacturing of 100 million doses, subject to any exceptions established by or the enforcement 
discretion of the FDA. 


C.3.2.1.3 Ensuring that vial labeling and packaging is consistent with FDA guidance for use in target populations 
and that labeling is updated. 


C.3.2.1.4 Ensuring the product complies with the Drug Supply Chain Security Act (DSCSA), Sections 581-585 of 
PL 113-54 (Nov. 27, 2013), including product verification, serialization, traceability and detection and response 
requirements subject to any exceptions established by or the enforcement discretion of the FDA. 


C.3.2.1.5 Following release of the product the contractor shall deliver the product to the designated distribution site 
via a qualified distribution vendor in accordance with Section F and paragraph C.7 below. To the extent a natural 
disaster or other emergency affecting a designated delivery site restricts such site’s ability to receive product, the 
Contractor and the USG will promptly agree on an alternate USG delivery location, or storage as Vendor Managed 
Inventory (VMI) at the contractor site. 


C.3.2.2 Site Visits and Audits. The contractor shall accommodate periodic or ad hoc site visits by BARDA and 
FDA representatives for required site visits and audits at facilities used to support this contract throughout the period 
of performance of the contract. 


C.3.2.2.1| BARDA Audits. If issues are identified during an audit, the contractor shall submit a report detailing the 
finding and corrective action(s) in accordance with CDRL A001. 


C.3.2.2.2. FDA Audits. The Contractor shall notify the Contracting Officer and COR within iii of a 
scheduled FDA audit or within By) of an ad hoc site visit or audit if the FDA does not provide advance notice. 
The contractor shall provide copies of any FDA Audit Report received from subcontractors that occur as a result of 
this contract or for this product within i an of receiving correspondence from the FDA or third party in 
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accordance with CDRL A015. The Contractor shall provide the Contracting Officer with a plan for addressing areas 
of nonconformance, if any are identified, within of submittal of the audit report in accordance with 
CDRL A002. 


C.3.2.2.3. FDA Interactions. The contractor shall provide copies of the plan and processes that will ensure the 
USG has visibility and input on all FDA communications regarding the drugs and biologics for the following, but 
not limited to: FDA interactions, FDA meetings, communications, submissions, inspections, and enforcement 
documentation in accordance with CDRL A002. 


C.3.3. CLIN 2001 - Option Period 2: Large Scale Manufacturing of 100 Million Vaccine Doses. 


C.3.3.1 The contractor shall complete all scope required for the production, release and delivery use of 100 million 
FDP doses of a SARS-CoV-2 mRNA-1273 vaccine. This shall include the following tasks and other activities 
reasonably contemplated by such tasks: 


C.3.3.1.1 Storage of FDP doses prior to delivery consistent with all FDA requirements to ensure that the product 
remains available for use in target populations. Storage and maintenance of the vaccine prior to delivery shall be 
under conditions and at temperatures necessary to retain stability for use as prescribed in this contract for a period of 
12 months. (Based on FDP stability data that supports a 12-month shelf-life, subject to FDA confirmation of the 
assigned shelf-life.) Ensure requirements of 21CFR207, Registration of Producers of Drugs and Listing of Drugs in 
Commercial Distribution are met prior to distribution to the CDC. Documents shall be provided under CDRL A002, 
FDA Interactions and Inspections Documentation. 


C.3.3.1.2 cGMP manufacturing of 100 million doses, subject to any exceptions established by or the enforcement 
discretion of the FDA. 


C.3.3.1.3 Ensuring that vial labeling and packaging is consistent with FDA guidance for use in target populations 
and that labeling is updated as appropriate. 


C.3.3.1.4 Ensuring that the product complies with the Drug Supply Chain Security Act (DSCSA), Sections 581- 
585 of PL 113-54 (Nov. 27, 2013), including product verification, serialization, traceability and detection and 
response requirements, subject to any exceptions established by or the enforcement discretion of the FDA. 


C.3.3.1.5 Following release the contractor shall deliver product to the nearest designated distribution site via a 
qualified distribution vendor in accordance with Section F and paragraph C.7 below. To the extent a natural disaster 
or other emergency affecting a designated delivery site restricts such site’s ability to receive product, the Contractor 
and the USG will promptly agree on an alternate USG delivery location, or storage as Vendor Managed Inventory 
(VMI) at the contractor site. 


C.3.3.2 Site Visits and Audits. The contractor shall accommodate periodic or ad hoc site visits by BARDA and 
FDA representatives for required site visits and audits at facilities used to support this contract throughout the period 
of performance of the contract. 


C.3.3.2.1 BARDA Audits. If issues are identified during an audit, the contractor shall submit a report detailing the 
finding and corrective action(s) in accordance with CDRL A001. 


C.3.3.2.2_ FDA Audits. The Contractor shall notify the Contracting Officer and COR with iit ofa 
scheduled FDA audit or within of an ad hoc site visit or audit if the FDA does not provide advance notice. 
The contractor shall provide copies of any FDA Audit Report received from subcontractors that occur as a result of 
this contract or for this product withi of receiving correspondence from the FDA or third party in 
accordance with CDRL A002. The Contractor shall provide the Contracting Officer with a plan for addressing areas 
of nonconformance, if any are identified, — of submittal of the audit report in accordance with 
CDRL A002. 
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C.3.3.2.3_ FDA Interactions. The contractor shall provide copies of the plan and processes that will ensure the USG 
has visibility and input on all FDA communications regarding the drugs and biologics for the following, but not 
limited to: FDA interactions, FDA meetings, communications, submissions, inspections, and enforcement 
documentation in accordance with CDRL A002. 


C.3.4 CLIN 3001 - Option Period 3: Large Scale Manufacturing of 100 Million Vaccine Doses. 


C.3.4.1 The contractor shall complete all scope required for the production, release and delivery use of 100 million 
FDP doses of a SARS-CoV-2 mRNA-1273 vaccine. This shall include the following tasks and other activities 
reasonably contemplated by such tasks: 


C.3.4.1.1 Storage of FDP doses prior to delivery consistent with all FDA requirements to ensure that the product 
remains available for use in target populations. Storage and maintenance of the vaccine prior to delivery shall be 
under conditions and at temperatures necessary to retain stability for use as prescribed in this contract for a period of 
12 months. (Based on FDP stability data that supports a 12-month shelf-life, subject to FDA confirmation of the 
assigned shelf-life.) Ensure requirements of 21CFR207, Registration of Producers of Drugs and Listing of Drugs in 
Commercial Distribution are met prior to distribution to the CDC. Documents shall be provided under CDRL A002, 
FDA Interactions and Inspections Documentation. 


C.3.4.1.2. cGMP manufacturing of 100 million doses, subject to any exceptions established by or the enforcement 
discretion of the FDA. 


C.3.4.1.3 Ensuring that vial labeling and packaging is consistent with FDA guidance for use in target populations 
and that labeling is updated. 


C.3.4.1.4 Ensuring the product complies with the Drug Supply Chain Security Act (DSCSA), Sections 581-585 of 
PL 113-54 (Nov. 27, 2013), including product verification, serialization, traceability and detection and response 
requirements subject to any exceptions established by or the enforcement discretion of the FDA. 


C.3.4.1.5 Following release of the product the contractor shall deliver the product to the designated distribution site 
via a qualified distribution vendor in accordance with Section F and paragraph C.7 below. To the extent a natural 
disaster or other emergency affecting a designated delivery site restricts such site’s ability to receive product, the 
Contractor and the USG will promptly agree on an alternate USG delivery location, or storage as Vendor Managed 
Inventory (VMI) at the contractor site. 


C.3.4.2 Site Visits and Audits. The contractor shall accommodate periodic or ad hoc site visits by BARDA and 
FDA representatives for required site visits and audits at facilities used to support this contract throughout the period 
of performance of the contract. 


C.3.4.2.1| BARDA Audits. If issues are identified during an audit, the contractor shall submit a report detailing the 
finding and corrective action(s) in accordance with CDRL A001. 


C.3.4.2.2 FDA Audits. The Contractor shall notify the Contracting Officer and COR within iii of a 
scheduled FDA audit or within of an ad hoc site visit or audit if the FDA does not provide advance notice. 
The contractor shall provide copies of any FDA Audit Report received from subcontractors that occur as a result of 
this contract or for this product within of receiving correspondence from the FDA or third party in 
accordance with CDRL A015. The Contractor shall provide the Contracting Officer with a plan for addressing areas 
of nonconformance, if any are identified, within of submittal of the audit report in accordance with 
CDRL A002. 


C.3.4.2.3. FDA Interactions. The contractor shall provide copies of the plan and processes that will ensure the 
USG has visibility and input on all FDA communications regarding mRNA-1273 for the following, but not limited 
to: FDA interactions, FDA meetings, communications, submissions, inspections, and enforcement documentation in 
accordance with CDRL A002. 
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C.3.5 CLIN 4001 - Option Period 4: Large Scale Manufacturing of 100 Million Vaccine Doses. 


C.3.5.1 | The contractor shall complete all scope required for the production, release and delivery use of 100 
million FDP doses of a SARS-CoV-2 mRNA-1273 vaccine. This shall include the following tasks and other 
activities reasonably contemplated by such tasks: 


C.3.5.1.1 Storage of FDP doses prior to delivery consistent with all FDA requirements to ensure that the product 
remains available for use in target populations. Storage and maintenance of the vaccine prior to delivery shall be 
under conditions and at temperatures necessary to retain stability for use as prescribed in this contract for a period of 
12 months. (Based on FDP stability data that supports a 12-month shelf-life, subject to FDA confirmation of the 
assigned shelf-life.) Ensure requirements of 21CFR207, Registration of Producers of Drugs and Listing of Drugs in 
Commercial Distribution are met prior to distribution to the CDC. Documents shall be provided under CDRL A002, 
FDA Interactions and Inspections Documentation. 


C.3.5.1.2. cGMP manufacturing of 100 million doses, subject to any exceptions established by or the enforcement 
discretion of the FDA. 


C.3.5.1.3. Ensuring that vial labeling and packaging is consistent with FDA guidance for use in target populations 
and that labeling is updated. 


C.3.5.1.4 Ensuring the product complies with the Drug Supply Chain Security Act (DSCSA), Sections 581-585 of 
PL 113-54 (Nov. 27, 2013), including product verification, serialization, traceability and detection and response 
requirements subject to any exceptions established by or the enforcement discretion of the FDA. 


C.3.5.1.5 Following release of the product the contractor shall deliver the product to the designated distribution site 
via a qualified distribution vendor in accordance with Section F and paragraph C.7 below. To the extent a natural 
disaster or other emergency affecting a designated delivery site restricts such site’s ability to receive product, the 
Contractor and the USG will promptly agree on an alternate USG delivery location, or storage as Vendor Managed 
Inventory (VMI) at the contractor site. 


C.3.5.2 Site Visits and Audits. The contractor shall accommodate periodic or ad hoc site visits by BARDA and 
FDA representatives for required site visits and audits at facilities used to support this contract throughout the period 
of performance of the contract. 


C.3.5.2.1 BARDA Audits. If issues are identified during an audit, the contractor shall submit a report detailing the 
finding and corrective action(s) in accordance with CDRL A001. 


C.3.5.2.2 FDA Audits. The Contractor shall notify the Contracting Officer and COR Mim) (4) of a 
scheduled FDA audit or within of an ad hoc site visit or audit if the FDA does not provide advance notice. 
The contractor shall provide copies of any FDA Audit Report received from subcontractors that occur as a result of 
this contract or for this product within of receiving correspondence from the FDA or third party in 
accordance with CDRL AO1S5. The Contractor shall provide the Contracting Officer with a plan for addressing areas 
of nonconformance, if any are identified, vithin a of submittal of the audit report in accordance with 
CDRL A002. 


C.3.5.2.3. FDA Interactions. The contractor shall provide copies of the plan and processes that will ensure the 
USG has visibility and input on all FDA communications regarding the drugs and biologics for the following, but 
not limited to: FDA interactions, FDA meetings, communications, submissions, inspections, and enforcement 
documentation in accordance with CDRL A002. 


C4 CLIN 0002: Data Deliverables. The contractor shall provide the following in accordance with the 
Contract Data Requirements List (CDRL), DD Forms 1423, provided at Appendix A. 


C.4.1 | Monthly Inventory Report (CDRL A003), detailing at a minimum, raw materials, Bulk mRNA, formulated 
LNPs, and the fill, finish, and released product. 
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C.4.2. Quality Management Plan. The contractor shall provide a Quality Management Plan, in accordance with 
CDRL A004, describing the quality policy and objectives, management review, competencies and training, process 
document control, feedback, evaluation, corrective action and preventive action, process improvement, 
measurement, and data analysis processes. The framework is normally divided into infrastructure, senior 
management responsibility, resource management, lifecycle management, and quality management system 
evaluation. 


C.4.3. Shipping Documentation (CDRL A005) for all Finished Drug Product (FDP) transferring from the 
contractor’s fill/finish facility to a USG facility. The contractor shall obtain concurrence on planned shipment 
protocols prior to transport. 


C.4.4 Expiring Items Report (CDRL A006) for all FDP in the USG’s possession. 
C.4.5 Key Personnel Listing (CDRL A007). 


C.4.6 Monthly Technical Progress Report (CDRL A008), to include an Integrated Master Schedule, identifying 
key activities and contract status. 


C.4.7__ Final Technical Report (CDRL A009), documenting the work performed and results obtained for the entire 
contract period of performance. 


C.4.8 Supply Chain Resiliency Plan (SCRP). The contractor shall provide, in accordance with CDRL A010 and 
CDRL Attachment 0001, a comprehensive SCRP that provides for identification and reporting of critical 
components associated with the secure supply of drug substance, drug product, and work-in-process through to 
finished goods, and key equipment suppliers and their locations, including addresses, points of contact, and work 
performed per location, to include subcontractors. 


C.4.9 Risk Management Plan (RMP). The Contractor shall provide an RMP in accordance with CDRL A011 that 
outlines the impacts of each risk in relation to the cost, schedule, and performance objectives. The plan shall include 
risk mitigation strategies. Each risk mitigation strategy shall capture how the corrective action will reduce impacts 
on cost, schedule and performance. 


C.4.10 Manufacturing Reports and Dose Tracking. The Contractor shall provide, in accordance with CDRL A013, 
manufacturing reports and manufacturing dose tracking projections and actuals utilizing the USG-provided 
“COVID-19 Dose Tracking Template” (CDRL Attachment 0003). 


C.4.11 Product Acceptance Report (for each lot of Drug Product). The contractor shall provide, in accordance 
with CDRL AO1/4, pictures of the drug product with lot number, drug product lot tree, list of associated deviations 
(from drug substance and product), and a Certificate of Analysis. 


C.4.12 Incident Report. The contractor shall communicate to BARDA and document all critical programmatic 
concerns, issues, or probable risks that have or are likely to significantly impact project schedule and/or cost and/or 
performance in accordance with CDRL A016. “Significant” is frequently defined as a 10% or greater cost or 
schedule variance within a control account, but should be confirmed in consultation with the COR. Incidents that 
present liability to the project even without cost/schedule impact, such as breach of GCP during a clinical study, 
shall also be reported. 


C.4.13 FDA Correspondence. The contractor shall provide any correspondence between Contractor and FDA 
relevant to the scope of this contract and submit in accordance with CDRL A017. 


C.4.14 Press Releases. The contractor shall accurately and factually represent the work conducted under this 
contract in all press releases. The contractor shall provide an advance copy of any press release in accordance with 
CDRL A018. 
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C.4.15 Manufacturing Development Plan. The contractor shall provide a Manufacturing Development Plan, in 
accordance with CDRL A025, describing the manufacturing process for the drug/biologic product to ensure 
conformity with §501(a)(2)(B) of the Food, Drug, and Cosmetics Act (FD&C Act, Title 21 United States Code 
(USC) §351 (a)(2)(B)), regarding good manufacturing practices (GMP). 
C.5 Administration. 


C.5.1 Post Award Teleconference. The contractor shall host a Post Award Teleconference within 15 7 calendar 
days after contract award. 


C.5.1.1 The contractor shall provide an Agenda, IAW CDRL A020, detailing the planned activities for the 
subsequent 30 calendar days and shall discuss agenda items for the Post Award Kickoff Meeting. 


C.5.1.2 The contractor shall provide Meeting Minutes IAW CDRL A021. 
C.5.2 Post Award Kickoff Meeting. The contracting officer may request the contractor host a contract Kick-Off 


Meeting within 30 calendar days after contract award via teleconference. The contracting officer shall establish the 
date and time of the conference and prepare the agenda to include discussion on contract activities and schedule. 


C.5.3 Bi-Weekly Teleconference. The contractor shall participate in bi-weekly teleconferences (or more frequent 
meetings required by the USG if warranted based on contract activities) to discuss performance on the contract. 


C.5.4 The contractor shall provide an Agenda, IAW CDRL A020; Meeting Minutes in accordance with CDRL 
A021; and, Presentation Material in accordance with CDRL A022 for each of the aforementioned teleconferences or 
meetings throughout the contract period of performance. 


C.5.5 Daily “Check-In”. The contractor shall participate in a daily “check-in” (via teleconference or email) to 
address key cost, schedule and technical updates. Daily updates may be shared with senior USG leaders during the 
COVID- 19 response and should be provided on a non-confidential basis, unless the update includes confidential 
information in which case, the contractor shall provide the update in both confidential and non-confidential formats. 
Daily check-ins may occur on weekdays, excluding federal holidays. Upon request of the USG, check-ins may also 
occur on weekends and on federal holidays, provided at least 24 hours’ notice. 


C.6 Security. 


C.6.1 Access and General Protection/Security Policy and Procedures. The contractor shall provide all information 
required for background checks necessary to access critical information related to OWS, and to meet USG 
installation access requirements to be accomplished by the installation Director of Emergency Services or Security 
Office. The contractor employees shall comply with all personnel identity verification requirements as directed by 
the USG and/or local policy. In addition to the changes otherwise authorized by the changes clause of this contract, 
should the security status of OWS change the USG may require changes in the contractor’s security matters or 
processes. In addition to the industry standards for employment background checks, the contractor shall be willing 
to have key individuals, in exceptionally sensitive positions, identified for additional vetting by the United States 
USG. 


C.6.2 Security Program and Plan. The contractor shall implement a comprehensive security program that provides 
overall protection of personnel, information, data, and facilities associated with fulfilling the USG’s requirement. 
The contractor’s security practices and procedures shall be detailed in a Security Plan, in accordance with CDRL 
A019, and shall demonstrate how the contractor shall meet and adhere to the security requirements outlined in 
CDRL Attachment 0002. This plan shall be delivered to the USG within 45 days of award, and the USG will review 
in detail and submit comments within ten (10) business days to the Contracting Officer (CO) to be forwarded to the 
Contractor. The Contractor shall review the Security Plan comments, and, submit a final Security Plan to the U.S. 
USG within thirty (30) calendar days after receipt of the comments. The Security Plan shall include a timeline for 
compliance of all the required security measures outlined in CDRL Attachment 0002. 
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C.6.3 Operational Security (OPSEC). The contractor shall develop and submit an OPSEC Standard Operating 


Procedure (SOP)/Plan IAW CDRL A024. The contractor shall identify in the SOP/Plan critical information related 
to this contract, why it needs to be protected, where it is located, who is responsible for it, and how to protect it. 


C.7 CLIN 0002 Vendor Managed Inventory (VMI). The Contractor shall provide the capability to store the 
vaccine for up to 52 weeks, up to 100M doses of mRNA-1273 vaccine, in accordance with product labeling. The 


contractor shall, in accordance with paragraph C.3.1.1.6, ensure the product storage of FDP doses for up to 12 
months prior to delivery consistent with all FDA requirements to ensure that the product remains available for use in 
target populations . Risk of loss of or damage to supplies shall remain with the contractor until delivery of Filled 
Drug Product (FDP) to a government facility. The contractor shall store the product to insure product quality with 
audible alarms and contacting. The contractor shall notify the USG within of detection of an incident with 
the potential to impact product quality, and implement corrective actions to mitigate the incident. . BARDA/JPEO- 
CBRND personnel may conduct Quality Audits of the storage facility, when deemed necessary. The contractor shall 
notify the USG of Corrective/Preventive actions within of detection of an incident with potential to 
impacts product quality. BARDA/JPEO-CBRND personnel may conduct Quality Audits of the storage facility, 
when deemed necessary. 


C.7.1 The USG will provide the contractor advance notice of the required delivery locations for the vaccine. The 
contractor shall ship mRNA-1273 vaccines to designated locations in up to 10 geographic zones in the United 
States. The contractor shall be responsible for shipment of all vaccine product whether acceptance is conducted at 
origin or destination. Regardless of where acceptance occurs, risk of loss of or damage to supplies shall remain with 
the contractor until delivery of Filled Drug Product (FDP) to a government facility. 


C.7.2 The vaccine product shall be shipped and tracked by the distribution vendor’s shipping tracking number, to 
the USG-designated sites within the continental United States. 


C.7.3. The contractor shall retain physical risk of loss for all product stored as VMI until subsequent delivery to and 
acceptance by the USG at the USG-designated site. Implementation of a Vendor Managed Inventory Plan/SOP 
(CDRL A012) shall be provided to the USG. If the drug product is initially delivered to a USG site instead of VMI, 
risk of loss will transfer upon delivery and acceptance at the USG-designated site. Notwithstanding either of the 
foregoing sentences, the contractor shall not be liable for loss of or damage to supplies caused by the negligence of 
officers, agents, or employees of the USG acting within the scope of their employment. 


SECTION G - CONTRACT ADMINISTRATION DATA 


The following have been modified: 

G.1 GOVERNMENT CONTRACT ADMINISTRATION 

In no event shall any understanding or agreement, contract modification, change order, or other matter in deviation 
from the terms of this contract between the Contractor and a person other than the Contracting Officer be effective 
or binding upon the Government. All such actions must be formalized by a proper contractual document executed by 
the Contracting Officer. 


Procuring Contracting Officer: 


Bldg. 1, General Greene Avenue 
Natick, MA 01760-5011 
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Contract Specialist: 


Bldg. 1, General Greene Avenue 
Natick, MA 01760-5011 


G.2 GOVERNMENT TECHNICAL POINT OF CONTACT 


Biologist/Project Officer 
200 C Street, SW 
Washington, DC 20201 


G.3 CONTRACTOR’S CONTRACT ADMINISTRATION 


ModernaTX, Inc. 
200 Technology SQ. 
Cambridge, MA 02139-3578 


G.4 PLACES OF PERFORMANCE 


Moderna US, Inc. 
200 Technology SQ. 
Cambridge, MA 02139-3578 


G.5 NOTIFICATION OF REVISIONS AND CHANGE 


Notification of revision or changes to names or email addresses will be provided by official correspondence from the 
PCO/ACO or office of the PCO/ACO in lieu of a contract modification. This does not apply to any such revisions or 
changes in the event this contract includes a key personnel clause. 


G.6 PERFORMANCE BASED PAYMENT 


Performance-based payments (PBP) are authorized under this contract in accordance with FAR 52.232-32. The 
contractor shall bill for the PBP upon achievement of the completion criteria identified in Attachment 0007, 
Performance-based Payment Milestone Table. Upon achievement of the completion criteria, the contractor shall bill 
for the PBP for the base and each option IAW the following schedule: 
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Delivery Invoicing: PBPs are a type of contract financing and are recouped by the Government through deductions 
of payments otherwise due to the contractor for the partial or complete delivery of contract items. The deductions 
are made by applying a liquidation rate to the price of delivered contract items. Attachment 0008, Performance- 
based Payment Milestone Billing Plan, identifies the contractor invoicing schedule for liquidation. The contractor 
shall submit all invoices IAW Attachment 0008. 


252.232-7006 WIDE AREA WORKFLOW PAYMENT INSTRUCTIONS (DEC 2018) 


(a) Definitions. As used in this clause— 


“Department of Defense Activity Address Code (DoDAAC)” is a six position code that uniquely identifies a unit, 
activity, or organization. 


“Document type” means the type of payment request or receiving report available for creation in Wide Area 
WorkFlow (WAWF). 


“Local processing office (LPO)” is the office responsible for payment certification when payment certification is 
done external to the entitlement system. 


“Payment request” and “receiving report” are defined in the clause at 252.232-7003, Electronic Submission of 
Payment Requests and Receiving Reports. 


(b) Electronic invoicing. The WAWF system provides the method to electronically process vendor payment requests 
and receiving reports, as authorized by Defense Federal Acquisition Regulation Supplement (DFARS) 252.232- 
7003, Electronic Submission of Payment Requests and Receiving Reports. 


(c) WAWF access. To access WAWF, the Contractor shall— 


(1) Have a designated electronic business point of contact in the System for Award Management at 
https://(www.sam.gov; and 


(2) Be registered to use WAWF at https://wawf.eb mil/ following the step-by-step procedures for self-registration 
available at this web site. 


(d) WAWF training. The Contractor should follow the training instructions of the WAWF Web-Based Training 
Course and use the Practice Training Site before submitting payment requests through WAWF. Both can be 
accessed by selecting the “Web Based Training” link on the WAWF home page at https://wawf.eb mil/. 


(e) WAWF methods of document submission. Document submissions may be via web entry, Electronic Data 
Interchange, or File Transfer Protocol. 


(f) WAWF payment instructions. The Contractor shall use the following information when submitting payment 
requests and receiving reports in WAWF for this contract or task or delivery order: 


(1) Document type. The Contractor shall submit payment requests using the following document type(s): 


COMBO 
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(ii) For fixed price line items— 


(A) That require shipment of a deliverable, submit the invoice and receiving report specified by the Contracting 
Officer. 


Invoice and receiving report document type 

(B) For services that do not require shipment of a deliverable, submit either the Invoice 2in1, which meets the 
requirements for the invoice and receiving report, or the applicable invoice and receiving report, as specified by the 
Contracting Officer. 

N/A 

(111) For customary progress payments based on costs incurred, submit a progress payment request. 

(iv) For performance based payments, submit a performance based payment request. 

(v) For commercial item financing, submit a commercial item financing request. 


(2) Fast Pay requests are only permitted when Federal Acquisition Regulation (FAR) 52.213-1 is included in the 
contract. 


(3) Document routing. The Contractor shall use the information in the Routing Data Table below only to fill in 
applicable fields in WAWF when creating payment requests and receiving reports in the system. 


Routing Data Table 
Field Name in WAWF Data to be entered in WAWF 
Pay Official DoDAAC HQ0337 
Issue By DoDAAC W9I1LIQY 
Admin DoDAAC** S2206A 
Inspect By DODAAC W91LIQY / BARDA 
Acceptor W9II1IQY 
Ship To TDB 


(4) Payment request. The Contractor shall ensure a payment request includes documentation appropriate to the type 
of payment request in accordance with the payment clause, contract financing clause, or Federal Acquisition 
Regulation 52.216-7, Allowable Cost and Payment, as applicable. 


(5) Receiving report. The Contractor shall ensure a receiving report meets the requirements of DFARS Appendix F. 


(g) WAWF point of contact. 


(1) The Contractor may obtain clarification regarding invoicing in WAWF from the following contracting activity’s 
WAWF point of contact. 


(b) (6) | /DCMA Boston-AFAW, Administrative Contracting Officer / (bo) (6) 
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(2) Contact the WAWF helpdesk at 866-618-5988, if assistance is needed. 


(End of clause) 


FOR REFERANCE: 


DFARS PGI 204.7108 Payment Instructions Table 


SECTION I - CONTRACT CLAUSES 


The following have been added by reference: 


52.204-25 Prohibition on Contracting for Certain Telecommunications AUG 2020 
and Video Surveillance Services or Equipment. 


The following have been modified: 


252.232-7007 LIMITATION OF GOVERNMENT'S OBLIGATION (APR 2014) 


(a) Contract line item ae i: incrementally funded. For this fem) (4) ) (4) of the total price is 
presently available for payment and allotted to this contract. An allotment schedule is set forth in 
paragraph (j) of this clause. 


(b) For items(s) identified in paragraph (a) of this clause, the Contractor agrees to perform up to the 
point at which the total amount payable by the Government, including reimbursement in the event of 
termination of those item(s) for the Government's convenience, approximates the total amount 
currently allotted to the contract. The Contractor is not authorized to continue work on those item(s) 
beyond that point. The Government will not be obligated in any event to reimburse the Contractor in 
excess of the amount allotted to the contract for those item(s) regardless of anything to the contrary in 
the clause entitled "TERMINATION FOR THE CONVENIENCE OF THE GOVERNMENT." As used in this 
clause, the total amount payable by the Government in the event of termination of applicable contract 
line item(s) for convenience includes costs, profit and estimated termination settlement costs for those 
item(s). 
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(c) Notwithstanding the dates specified in the allotment schedule in paragraph (j) of this clause, the 
Contractor will notify the Contracting Officer in writing at least ninety days prior to the date when, in 
the Contractor's best judgment, the work will reach the point at which the total amount payable by the 
Government, including any cost for termination for convenience, will approximate 85 percent of the 
total amount then allotted to the contract for performance of the applicable item(s). The notification 
will state (1) the estimated date when that point will be reached and (2) an estimate of additional 
funding, if any, needed to continue performance of applicable line items up to the next scheduled date 
for allotment of funds identified in paragraph (j) of this clause, or to a mutually agreed upon substitute 
date. The notification will also advise the Contracting Officer of the estimated amount of additional 
funds that will be required for the timely performance of the item(s) funded pursuant to this clause, for 
subsequent period as may be specified in the allotment schedule in paragraph (j) of this clause, or 
otherwise agreed to by the parties. If after such notification additional funds are not allotted by the 
date identified in the Contractor's notification, or by an agreed substitute date, the Contracting Officer 
will terminate any item(s) for which additional funds have not been allotted, pursuant to the clause of 
this contract entitled "TERMINATION FOR THE CONVENIENCE OF THE GOVERNMENT". 


(d) When additional funds are allotted for continued performance of the contract line item(s) identified 
in paragraph (a) of this clause, the parties will agree as to the period of contract performance which will 
be covered by the funds. The provisions of paragraph (b) through (d) of this clause will apply in like 
manner to the additional allotted funds and agreed substitute date, and the contract will be modified 
accordingly. 


(e) If, solely by reason of failure of the Government to allot additional funds, by the dates indicated 
below, in amounts sufficient for timely performance of the contract line item(s) identified in paragraph 
(a) of this clause, the Contractor incurs additional costs or is delayed in the performance of the work 
under this contract and if additional funds are allotted, an equitable adjustment will be made in the 
price or prices (including appropriate target, billing, and ceiling prices where applicable) of the item(s), 
or in the time of delivery, or both. Failure to agree to any such equitable adjustment hereunder will be a 
dispute concerning a question of fact within the meaning of the clause entitled "disputes." 


(f) The Government may at any time prior to termination allot additional funds for the performance of 
the contract line item(s) identified in paragraph (a) of this clause. 


(g) The termination provisions of this clause do not limit the rights of the Government under the clause 
entitled "DEFAULT." The provisions of this clause are limited to work and allotment of funds for the 
contract line item(s) set forth in paragraph (a) of this clause. This clause no longer applies once the 
contract if fully funded except with regard to the rights or obligations of the parties concerning 
equitable adjustments negotiated under paragraphs (d) or (e) of this clause. 


(h) Nothing in this clause affects the right of the Government to this contract pursuant to the clause of 
this contract entitled "TERMINATION FOR CONVENIENCE OF THE GOVERNMENT." 


(i) Nothing in this clause shall be construed as authorization of voluntary services whose acceptance is 
otherwise prohibited under 31 U.S.C. 1342. 
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(j) The parties contemplate that the Government will allot funds to this contract in accordance with the 
following schedule: 


(End of clause) 


SECTION J - LIST OF DOCUMENTS, EXHIBITS AND OTHER ATTACHMENTS 


The following have been modified: 


Document Type Description Page # Date 
Exhibit A CDRLs 15 18 July 2020 
Attachment 0001 Supply Chain Resiliency Plan for CDRL A010 3 23 July 2020 
Attachment 0002 Security Plan 7 23 July 2020 
Attachment 0003 Dose Tracking Template Draft Moderna Excel 15 July 2020 
Attachment 0004 Data Rights 3 7 August 2020 
Attachment 0005 (bo) (4) 2 7 August 2020 
Attachment 0006 ModernaTx, Inc. Background Intellectual Property 3 6 August 2020 
Attachment 0007 Performance Base Payment Milestone Schedule fs 7 August 2020 
Attachment 0008 Performance Base Payment Milestone Billing Plan 16 7 August 2020 


(End of Summary of Changes) 


